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ml  Smiley  A:  EHects  oi  chronically  administtfed  br^ione  and  diazepam  on  driving-relaled  skills  perlormance  J  ClinPsyclii- 
Mrr19t2.4:v2.Sec  2):4S-5S  1.  ladei  M:  Assessing  Ihe  polenlial  lor  buspirone  dependence  or  abuse  and  efleds  ol  its  «ith- 
dnoal  AmJiMed«7;g2(5A):20-2E 

Ca*lraiii4tcatitM:  Hypersensitivily  to  buspirone  hydrochlorlde^ 

WlmiPit;  Th*  administration  of  BaSnar  to  a  patiant  takino  a  monoamino  oxidaso  inhibitor 
(MAOi)  may  peso  a  hazard.  Since  blood  pressure  has  become  elevated  when  BuSpar  was  administered 
concomitantly  with  an  MAOI.  such  concomitant  use  is  not  recommended  BuSpar  should  not  be  employer!  in 
lieu  ol  appropriate  aniipsychciic  Irealmenl 

Pracaations;  Genenl—lnierlerence  with  cognitive  and  motor  perlormance:  Although  buspirone  is  less 
sedating  than  other  anxiolytics  and  does  not  produce  signiticant  tunctional  impairment,  its  CNS  eltects  in  a 
given  patient  may  not  be  predictable:  theretore,  patients  should  be  cautioned  about  operating  an  automobile 
or  using  complex  machinery  until  they  are  reasonably  certain  that  buspirone  does  not  alfect  them  adversely. 
Although  buspirone  has  not  been  shown  to  increase  alcohol-induced  Impairment  in  mo  or  and  mental  per¬ 
lormance.  it  is  prudent  to  avoid  concomitant  use  with  alcohol. 

Menlial  tor  withdrawal  reactions  in  sedaliveihyprir^icianxiolvlic  drug  dependent  pah  tnls:  Because  bu¬ 
spirone  will  not  block  the  withdrawal  syndrome  often  seen  wiin  cessation  ol  therapy  wibr  benzodiazepines 
and  other  common  sedative/hypnotic  drugs,  before  starting  buspirone  withdraw  ^tients  gradually  from 
their  prior  treatment,  especially  those  who  used  a  CNS  depressant  chronically.  Rebound  or  wilhdravral 
symptoms  may  occur  over  varying  lime  periods,  depending  in  part  on  the  type  ol  drug  and  its  elimination 
hall-lite  The  withdrawal  syndrome  can  appear  as  any  combination  olirritabiliW  anxiety,  agitation,  insomnia, 
tremor,  abdominal  cramps,  muscle  cramps,  vomiting,  sweating.  Ilu-like  symfiums  without  lever,  and  occa- 

a6V6n  3S  seizures 

•  concerns  related  to  buspirone's  binding  to  dopamine  receptors:  Be.:ause  buspirone  can  bind  to 
central  dopamine  receptors,  a  question  has  been  raisM  about  its  potential  lo  cause  acute  and  chronic 
changes  in  dopamine  mediated  neurological  lunction  (eg.  dystonia,  pseudoparkinsonism,  akathisla.  and 
tardive  dyskinesia)  Clinical  experience  in  controlled  trials  has  tailed  to  Identify  any  significant  neuroleptic¬ 
like  activity:  however,  a  syndrome  ol  restlessness,  appearing  shortly  alter  initiati'Ni  of  treatment,  has  been  re¬ 
ported.  the  syndrome  may  be  due  to  increased  central  noradrenergic  activity  or  nay  be  attributable  to 
dopaminergic  effects  lie.  represent  akathisia). 

Inlormdlm  for  ftioefitt—hatients  should  be  instructed  to  inform  their  phys  :!ai-  ibout  any  medica¬ 
tions.  prescription  or  nonpresaiption.  alcohol  or  drugs  they  are  now  taking  or  plan  to  ta  .3  during  Irealmenl 
with  buspirone:  lo  inform  their  physician  it  they  are  pregnant,  are  planning  to  become  piegnanl.  or  become 
pregnant  while  taking  buspirone:  lo  inform  their  physician  il  they  are  breaa  te»ding:  and  not  lo  drive  a  car  or 
operate  potentially  (ungeious  rruchinery  until  they  experience  how  this  medication  attects  them. 

On*  f«feractfM«— Concomuant  use  with  other  CNS  active  drugs  should  be  loroached  with  caution 
(see  warnings)  Concomitant  use  with  trazodone  may  have  caused  3-  to  6-told  ele'  lions  on  SGPT  (ALT)  in 
a  lew  patients  Concomitant  administration  ol  BuSpar  and  haloperidol  resulted  in  increased  serum  halopcri- 
dol  concentrations  In  normal  volunteers  The  clinical  significance  is  not  clear  Buspirone  does  not  displace 
tightly  bound  drugs  like  phenyloin.  propranolol,  and  warfarin  from  serum  proteins,  but  may  displace  less 
firmly  bound  drugs  like  digoxin  However,  there  was  one  report  of  prolonged  prothrombin  time  when  buspi¬ 
rone  was  given  to  a  patient  also  treated  with  warfarin,  phenytoin.  phenooarbital.  digoxin.  and  Synthroid. 
CtniiiogMetit,  Mirbgemtf*,  Impalmenl  of Fonility—Uo  evidence  ol  carcinogenic  potential 
was  observed  in  rats  or  mice:  buspirone  did  not  induce  point  mutations,  nor  was  DNA  damage  observed: 
chromosomal  aberrations  or  abnormalities  did  not  occur. 

Frofnoocf:  lontofonie  ffftolt— Pregnancy  Category  B:  Should  be  used  during  pregnancy  only  il 
clearly  needed 

Monlot  MoMera— Adminisiraiion  lo  nursing  women  should  be  avoided  if  clinically  possible. 

Fodiatric  (fte— The  safety  and  eltecllveness  have  not  been  determined  In  individuals  below  18  years  ol 
age 

Uta  in  Ihelldarty—Ho  unusual,  adverse,  age-related  phenomena  have  been  identified  in  elderly  patients 
receiving  a  total,  modal  daily  dose  ol  15  mg 

UaeinFaUante  with  Impaired Hapatie  or  OenalFunclion—Since  buspirone  is  metabolized  by  Ihe 
liver  and  exaeteo  by  the  kidneys,  it  is  not  recommended  in  severe  hepatic  or  renal  impairment. 

Advene  Reacliont  (See  alto  Precautioas):  Commonly  Obaerved—Ihe  more  commonly  ob- 
senred  untoward  events,  not  seen  at  an  equivalent  incidence  in  placebo-treated  patients,  include  dizziness, 
nausea,  headache,  nervousneso.  nq'viheadedness.  and  excitement 

Attocialed  with  Diseontinuaflon  ol  Trealment— The  more  common  events  causing  discontinuation 
included:  central  nervous  system  disturbances  (3.4%).  primarily  dizziness,  insomnia,  nervousness,  drows¬ 
iness.  lightheaded  feeling,  gastrointestinal  disturbances  (12%).  primarily  nausea,  miscellaneous  distur¬ 
bances  (11%).  primarily  headache  and  laligue.  In  addition.  3  4%  of  patients  had  multiple  complaints,  none 
ol  which  could  be  characterized  as  primary 

Incidence  in  Conirolied  Clinicai  THofs— Adverse  events  reported  by  1%  or  more  of  477  patients  who 
received  buspirone  in  tour-week  controlled  trials:  Cardiovascular:  Tachynrdia/palpilalions  1%.  CNS:  Diz¬ 
ziness  12%.  drowsiness  10%.  nervousness  5%.  insomnia  3%.  lightheadedness  3%.  decreased  concentra¬ 
tion  2%.  excitement  2%.  anger/Tioslilily  2%,  contusion  2%,  d^ression  2%.  CENT:  Blurred  vision  2% 
(^stroirrtestrna/.  Nausea  8%.  dry  mouth3%.  abdominal/gastric  distress  2%.  diarrhea  2%.  constipation  1%. 
vomiting  1%  Muscu/oske/e/a/:  Musculoskeletal  aches7pams1%.Meuio/ogrca/.  Numbness2%.  paresthesia 
1%.  incoordination  1%,  tremor  1%.  Skin:  Skin  rash  1%.  Miscellaneous:  Headache  6%,  fatigue  4%.  weak¬ 
ness  2%,  sweating/clamminess  1% 

Other  Fvents  Ohtened  Oaring  the  Entire  Rremarkeling  £  vaiaaUon—The  relative  frequency  of  all 
other  undesirable  events  reasonably  associated  with  the  use  ol  buspirone  In  approximately  3CIOO  subjects 
who  took  multiple  doses  ot  the  drug  under  well-controlled,  open,  and  uncontrolled  conditions  is  defined  as 
follows  Frequent  are  those  occurring  in  at  least  I/IOO  patients:  infrequent  are  those  occurring  in  1/100  to 
1/1000  patients,  and  rare  are  those  occurring  in  less  than  1/1000  patients.  Cardiovascular -Ueryient:  non¬ 
specific  chest  pain:  inirequeni  syncope,  hypotension,  hypertension:  rare:  cerebrovascular  accident,  con¬ 
gestive  heart  failure,  myocardial  inrarclion.  cardiomyopathy,  bradycardia  Cenlial  Nervous  Sy^err- 
irequenT  dream  disturbances,  infrequent:  depersonalization,  dysphoria,  noise  intolerance,  euphoria,  aka¬ 
thisia.  tearfulness,  loss  ot  interest,  dissociative  reaction,  hallucinations,  suicidal  ideation,  seizures:  rare: 
feelings  ol  claustrophobia,  cold  intolerance,  stupor,  slurred  speech,  psychosis.  ffNT-lrequent:  tinnitus, 
sore  tnroat.  nasal  congestion:  intrequent:  redness  and  itching  ot  Ihe  eyes,  altered  taste,  altered  smell,  con¬ 
junctivitis:  rare:  inner  ear  abnormality,  eye  pain,  photophobia,  pressure  on  eyes.  Endocrine-iaie:  galactor¬ 
rhea.  thyroid  abnormality  Gasrro/ntest/na/-intrequenl:  flatulence,  anorexia,  increased  appetite,  salivation, 
irritable  colon,  rectal  bleeding:  rare:  burning  ol  the  tongue  Genrtour/'iary-inlrequent:  urinary  frequency, 
urinary  hesitancy,  menstrual  irregularity  and  spotting,  i^suria:  rare:  amenorrhea,  pelvic  inflammatory  dis¬ 
ease.  enuresis,  nocturia  Muscu/oskefe/aZ-infrequent:  muscle  cramps,  muscle  spasms,  rigid/stilt  muscles, 
arthralgias  Neurological -inUeryuenl  involuntary  movements,  slowed  itaclion  lime:  rare:  muscle  weak¬ 
ness  Hespiralory-inUeauenl  hyperventilation,  stiorness  ot  breath,  chest  congestion:  rare:  epislaxis.  Sex¬ 
ual  Funct/on-inlrequeni:  decre^ed  or  increased  libido:  rare:  delayed  ejaculation,  irnpotence.  Skin- 
intrequent  edema,  pruritus,  flushing,  easy  bniising.  hair  loss,  dry  skin,  facial  edema,  blister^  rare:  acne, 
thinning  of  nails  Clinical  Laboiaiory-meguenl  increases  in  hepatic  aminotransferases  (SIxOT.  SGPT): 
rare:  eosinophilia.  leukopenia,  thrombocytopenia.  M/sce/Zaneous-inlrequent:  weight  gain,  lever,  roaring 
sensation  in  Ihe  head,  weight  loss,  malaise:  rare:  alcohol  abuse,  bleeding  disturbance.loss  ot  voice,  hic¬ 
coughs 

Pottinbodaetion  Ciinicai  Experience— fiaie  occurrences  of  allergic  reactions,  cogwheel  rigidity,  dys- 
tonic  reactions,  ecchymosis.  emotional  lability,  tunnel  vision,  and  urinary  retention  itave  been  reported  Be¬ 
cause  of  the  uncontrolled  nature  of  these  spontaneous  reports,  a  causal  relationship  to  BuSpar  has  not  b^n 
determined 

Drag  Abuu  and  Dapendnnea:  Controlled  Sahalance  Cfaaa— Not  a  controlled  substance 
Physical  andPavcMiogicaf  Oepaadance— Buspirone  has  shown  no  potential  tor  abuse  or  diversion 
and  there  is  no  evidence  that  it  causes  tolerance,  or  either  physical  or  psychological  dependence.  However, 
since  it  is  dilticull  lo  predict  from  experiments  the  extent  io  which  a  CNS-active  drug  will  be  misused,  di- 
veded.  and/or  abused  once  marketed,  physicians  should  carefully  evaluate  patients  for  a  history  ot  drug 
abuse  and  follow  such  patients  closely,  tmserving  them  tor  signs  ol  buspirone  misuse  or  abuse  (eg.  dwelop- 
menl  of  tolerance,  incrementation  of  dose,  drug-seeking  benaviorL 

Ovtrdoug*:  Signs  and  Symptoms— At  doses  approaching  3/5  mg/day  the  tollowing  symptoms  vrere 
observed:  nausea,  vomiting,  dizziness,  drowsiness,  miosis,  and  gastric  distress.  No  deams  have  been  re¬ 
ported  in  humans  either  with  deliberate  or  accidental  overdosage. 

Hocommended  Overdose  Treatment— Geneiat  symptomatic  and  supportive  measures  should  be 
used  along  with  immediate  gastric  lavage  No  specific  anlioole  is  known  and  dialyzability  of  buspirone  has 
not  been  determined 

For  complete  details,  see  Prescribing  Inlormalion 

US.  Patent  Nos  3.717.634  and  4,182.763 
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ml  Smiley  A:  EHects  oi  chronically  administtfed  br^ione  and  diazepam  on  driving-relaled  skills  perlormance  J  ClinPsyclii- 
Mrr19t2.4:v2.Sec  2):4S-5S  1.  ladei  M:  Assessing  Ihe  polenlial  lor  buspirone  dependence  or  abuse  and  efleds  ol  its  «ith- 
dnoal  AmJiMed«7;g2(5A):20-2E 

Ca*lraiii4tcatitM:  Hypersensitivily  to  buspirone  hydrochlorlde^ 

WlmiPit;  Th*  administration  of  BaSnar  to  a  patiant  takino  a  monoamino  oxidaso  inhibitor 
(MAOi)  may  peso  a  hazard.  Since  blood  pressure  has  become  elevated  when  BuSpar  was  administered 
concomitantly  with  an  MAOI.  such  concomitant  use  is  not  recommended  BuSpar  should  not  be  employer!  in 
lieu  ol  appropriate  aniipsychciic  Irealmenl 

Pracaations;  Genenl—lnierlerence  with  cognitive  and  motor  perlormance:  Although  buspirone  is  less 
sedating  than  other  anxiolytics  and  does  not  produce  signiticant  tunctional  impairment,  its  CNS  eltects  in  a 
given  patient  may  not  be  predictable:  theretore,  patients  should  be  cautioned  about  operating  an  automobile 
or  using  complex  machinery  until  they  are  reasonably  certain  that  buspirone  does  not  alfect  them  adversely. 
Although  buspirone  has  not  been  shown  to  increase  alcohol-induced  Impairment  in  mo  or  and  mental  per¬ 
lormance.  it  is  prudent  to  avoid  concomitant  use  with  alcohol. 

Menlial  tor  withdrawal  reactions  in  sedaliveihyprir^icianxiolvlic  drug  dependent  pah  tnls:  Because  bu¬ 
spirone  will  not  block  the  withdrawal  syndrome  often  seen  wiin  cessation  ol  therapy  wibr  benzodiazepines 
and  other  common  sedative/hypnotic  drugs,  before  starting  buspirone  withdraw  ^tients  gradually  from 
their  prior  treatment,  especially  those  who  used  a  CNS  depressant  chronically.  Rebound  or  wilhdravral 
symptoms  may  occur  over  varying  lime  periods,  depending  in  part  on  the  type  ol  drug  and  its  elimination 
hall-lite  The  withdrawal  syndrome  can  appear  as  any  combination  olirritabiliW  anxiety,  agitation,  insomnia, 
tremor,  abdominal  cramps,  muscle  cramps,  vomiting,  sweating.  Ilu-like  symfiums  without  lever,  and  occa- 
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•  concerns  related  to  buspirone's  binding  to  dopamine  receptors:  Be.:ause  buspirone  can  bind  to 
central  dopamine  receptors,  a  question  has  been  raisM  about  its  potential  lo  cause  acute  and  chronic 
changes  in  dopamine  mediated  neurological  lunction  (eg.  dystonia,  pseudoparkinsonism,  akathisla.  and 
tardive  dyskinesia)  Clinical  experience  in  controlled  trials  has  tailed  to  Identify  any  significant  neuroleptic¬ 
like  activity:  however,  a  syndrome  ol  restlessness,  appearing  shortly  alter  initiati'Ni  of  treatment,  has  been  re¬ 
ported.  the  syndrome  may  be  due  to  increased  central  noradrenergic  activity  or  nay  be  attributable  to 
dopaminergic  effects  lie.  represent  akathisia). 

Inlormdlm  for  ftioefitt—hatients  should  be  instructed  to  inform  their  phys  :!ai-  ibout  any  medica¬ 
tions.  prescription  or  nonpresaiption.  alcohol  or  drugs  they  are  now  taking  or  plan  to  ta  .3  during  Irealmenl 
with  buspirone:  lo  inform  their  physician  it  they  are  pregnant,  are  planning  to  become  piegnanl.  or  become 
pregnant  while  taking  buspirone:  lo  inform  their  physician  il  they  are  breaa  te»ding:  and  not  lo  drive  a  car  or 
operate  potentially  (ungeious  rruchinery  until  they  experience  how  this  medication  attects  them. 

On*  f«feractfM«— Concomuant  use  with  other  CNS  active  drugs  should  be  loroached  with  caution 
(see  warnings)  Concomitant  use  with  trazodone  may  have  caused  3-  to  6-told  ele'  lions  on  SGPT  (ALT)  in 
a  lew  patients  Concomitant  administration  ol  BuSpar  and  haloperidol  resulted  in  increased  serum  halopcri- 
dol  concentrations  In  normal  volunteers  The  clinical  significance  is  not  clear  Buspirone  does  not  displace 
tightly  bound  drugs  like  phenyloin.  propranolol,  and  warfarin  from  serum  proteins,  but  may  displace  less 
firmly  bound  drugs  like  digoxin  However,  there  was  one  report  of  prolonged  prothrombin  time  when  buspi¬ 
rone  was  given  to  a  patient  also  treated  with  warfarin,  phenytoin.  phenooarbital.  digoxin.  and  Synthroid. 
CtniiiogMetit,  Mirbgemtf*,  Impalmenl  of Fonility—Uo  evidence  ol  carcinogenic  potential 
was  observed  in  rats  or  mice:  buspirone  did  not  induce  point  mutations,  nor  was  DNA  damage  observed: 
chromosomal  aberrations  or  abnormalities  did  not  occur. 

Frofnoocf:  lontofonie  ffftolt— Pregnancy  Category  B:  Should  be  used  during  pregnancy  only  il 
clearly  needed 

Monlot  MoMera— Adminisiraiion  lo  nursing  women  should  be  avoided  if  clinically  possible. 

Fodiatric  (fte— The  safety  and  eltecllveness  have  not  been  determined  In  individuals  below  18  years  ol 
age 

Uta  in  Ihelldarty—Ho  unusual,  adverse,  age-related  phenomena  have  been  identified  in  elderly  patients 
receiving  a  total,  modal  daily  dose  ol  15  mg 

UaeinFaUante  with  Impaired Hapatie  or  OenalFunclion—Since  buspirone  is  metabolized  by  Ihe 
liver  and  exaeteo  by  the  kidneys,  it  is  not  recommended  in  severe  hepatic  or  renal  impairment. 

Advene  Reacliont  (See  alto  Precautioas):  Commonly  Obaerved—Ihe  more  commonly  ob- 
senred  untoward  events,  not  seen  at  an  equivalent  incidence  in  placebo-treated  patients,  include  dizziness, 
nausea,  headache,  nervousneso.  nq'viheadedness.  and  excitement 

Attocialed  with  Diseontinuaflon  ol  Trealment— The  more  common  events  causing  discontinuation 
included:  central  nervous  system  disturbances  (3.4%).  primarily  dizziness,  insomnia,  nervousness,  drows¬ 
iness.  lightheaded  feeling,  gastrointestinal  disturbances  (12%).  primarily  nausea,  miscellaneous  distur¬ 
bances  (11%).  primarily  headache  and  laligue.  In  addition.  3  4%  of  patients  had  multiple  complaints,  none 
ol  which  could  be  characterized  as  primary 

Incidence  in  Conirolied  Clinicai  THofs— Adverse  events  reported  by  1%  or  more  of  477  patients  who 
received  buspirone  in  tour-week  controlled  trials:  Cardiovascular:  Tachynrdia/palpilalions  1%.  CNS:  Diz¬ 
ziness  12%.  drowsiness  10%.  nervousness  5%.  insomnia  3%.  lightheadedness  3%.  decreased  concentra¬ 
tion  2%.  excitement  2%.  anger/Tioslilily  2%,  contusion  2%,  d^ression  2%.  CENT:  Blurred  vision  2% 
(^stroirrtestrna/.  Nausea  8%.  dry  mouth3%.  abdominal/gastric  distress  2%.  diarrhea  2%.  constipation  1%. 
vomiting  1%  Muscu/oske/e/a/:  Musculoskeletal  aches7pams1%.Meuio/ogrca/.  Numbness2%.  paresthesia 
1%.  incoordination  1%,  tremor  1%.  Skin:  Skin  rash  1%.  Miscellaneous:  Headache  6%,  fatigue  4%.  weak¬ 
ness  2%,  sweating/clamminess  1% 

Other  Fvents  Ohtened  Oaring  the  Entire  Rremarkeling  £  vaiaaUon—The  relative  frequency  of  all 
other  undesirable  events  reasonably  associated  with  the  use  ol  buspirone  In  approximately  3CIOO  subjects 
who  took  multiple  doses  ot  the  drug  under  well-controlled,  open,  and  uncontrolled  conditions  is  defined  as 
follows  Frequent  are  those  occurring  in  at  least  I/IOO  patients:  infrequent  are  those  occurring  in  1/100  to 
1/1000  patients,  and  rare  are  those  occurring  in  less  than  1/1000  patients.  Cardiovascular -Ueryient:  non¬ 
specific  chest  pain:  inirequeni  syncope,  hypotension,  hypertension:  rare:  cerebrovascular  accident,  con¬ 
gestive  heart  failure,  myocardial  inrarclion.  cardiomyopathy,  bradycardia  Cenlial  Nervous  Sy^err- 
irequenT  dream  disturbances,  infrequent:  depersonalization,  dysphoria,  noise  intolerance,  euphoria,  aka¬ 
thisia.  tearfulness,  loss  ot  interest,  dissociative  reaction,  hallucinations,  suicidal  ideation,  seizures:  rare: 
feelings  ol  claustrophobia,  cold  intolerance,  stupor,  slurred  speech,  psychosis.  ffNT-lrequent:  tinnitus, 
sore  tnroat.  nasal  congestion:  intrequent:  redness  and  itching  ot  Ihe  eyes,  altered  taste,  altered  smell,  con¬ 
junctivitis:  rare:  inner  ear  abnormality,  eye  pain,  photophobia,  pressure  on  eyes.  Endocrine-iaie:  galactor¬ 
rhea.  thyroid  abnormality  Gasrro/ntest/na/-intrequenl:  flatulence,  anorexia,  increased  appetite,  salivation, 
irritable  colon,  rectal  bleeding:  rare:  burning  ol  the  tongue  Genrtour/'iary-inlrequent:  urinary  frequency, 
urinary  hesitancy,  menstrual  irregularity  and  spotting,  i^suria:  rare:  amenorrhea,  pelvic  inflammatory  dis¬ 
ease.  enuresis,  nocturia  Muscu/oskefe/aZ-infrequent:  muscle  cramps,  muscle  spasms,  rigid/stilt  muscles, 
arthralgias  Neurological -inUeryuenl  involuntary  movements,  slowed  itaclion  lime:  rare:  muscle  weak¬ 
ness  Hespiralory-inUeauenl  hyperventilation,  stiorness  ot  breath,  chest  congestion:  rare:  epislaxis.  Sex¬ 
ual  Funct/on-inlrequeni:  decre^ed  or  increased  libido:  rare:  delayed  ejaculation,  irnpotence.  Skin- 
intrequent  edema,  pruritus,  flushing,  easy  bniising.  hair  loss,  dry  skin,  facial  edema,  blister^  rare:  acne, 
thinning  of  nails  Clinical  Laboiaiory-meguenl  increases  in  hepatic  aminotransferases  (SIxOT.  SGPT): 
rare:  eosinophilia.  leukopenia,  thrombocytopenia.  M/sce/Zaneous-inlrequent:  weight  gain,  lever,  roaring 
sensation  in  Ihe  head,  weight  loss,  malaise:  rare:  alcohol  abuse,  bleeding  disturbance.loss  ot  voice,  hic¬ 
coughs 

Pottinbodaetion  Ciinicai  Experience— fiaie  occurrences  of  allergic  reactions,  cogwheel  rigidity,  dys- 
tonic  reactions,  ecchymosis.  emotional  lability,  tunnel  vision,  and  urinary  retention  itave  been  reported  Be¬ 
cause  of  the  uncontrolled  nature  of  these  spontaneous  reports,  a  causal  relationship  to  BuSpar  has  not  b^n 
determined 

Drag  Abuu  and  Dapendnnea:  Controlled  Sahalance  Cfaaa— Not  a  controlled  substance 
Physical  andPavcMiogicaf  Oepaadance— Buspirone  has  shown  no  potential  tor  abuse  or  diversion 
and  there  is  no  evidence  that  it  causes  tolerance,  or  either  physical  or  psychological  dependence.  However, 
since  it  is  dilticull  lo  predict  from  experiments  the  extent  io  which  a  CNS-active  drug  will  be  misused,  di- 
veded.  and/or  abused  once  marketed,  physicians  should  carefully  evaluate  patients  for  a  history  ot  drug 
abuse  and  follow  such  patients  closely,  tmserving  them  tor  signs  ol  buspirone  misuse  or  abuse  (eg.  dwelop- 
menl  of  tolerance,  incrementation  of  dose,  drug-seeking  benaviorL 

Ovtrdoug*:  Signs  and  Symptoms— At  doses  approaching  3/5  mg/day  the  tollowing  symptoms  vrere 
observed:  nausea,  vomiting,  dizziness,  drowsiness,  miosis,  and  gastric  distress.  No  deams  have  been  re¬ 
ported  in  humans  either  with  deliberate  or  accidental  overdosage. 

Hocommended  Overdose  Treatment— Geneiat  symptomatic  and  supportive  measures  should  be 
used  along  with  immediate  gastric  lavage  No  specific  anlioole  is  known  and  dialyzability  of  buspirone  has 
not  been  determined 

For  complete  details,  see  Prescribing  Inlormalion 
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